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1. Sponsor: Siemens Medical Solutions, Inc., --

Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043

Contact Person: Christine Dunn
Telephone: (425) 785-1617
Fax: (425) 391-9161

2. Device Name: Acuson S1000, S2000, S3 Q0 0 OTM Diagnostic Ultrasound Systems

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory C lass: 11
Review Category: Tier 11
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 'Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX
Diagnostic Ultrasound Catheter FIR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The modified Acuson S1l000, S2000, S3000 Ultrasound Systems are substantially equivalent to the
company's own systems:

System 510(k)
I S1000 IK132804

S2000 K132804
S 3000 K132804

4. Device Description:

The ultrasound systems are multi-purpose mobile, software controlled diagnostic ultrasound systems with and
on-screen display for thermal and mechanical indices related to potential bio-effect mechanisms. The function
is to acquire primary or secondary harmonic ultrasound echo data and display it in B-Mode, M-Mode, Pulsed
(PW) Doppler Mode, Continuous (CW) Doppler Mode, Color Doppler Mode, Amplitude, Doppler Mode, a
combination of modes, or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display.

5. Intended Use

The ultrasound imaging systems are intended for the following applications: Fetal, Abdominal, lntraoperative,
Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult Cephalic, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.
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The system also provides the ability to measure anatomical structures fetal, abdominal, intraoiperative,
pediatric, small organ, neonatal cephalic, adult cephalic, cardiac, trans-esophageal, transrectal, transvaginal,
peripheral vessel, musculo-skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and
calculation packages that provide information to the clinician that may be used adjunctively with other medical
data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to measure Intima
Media Thickness and the option to reference normative tables that have been validated and published in peer-
reviewed studies. The information is intended to provide the physician with an easily understood tool for
communicating with patients regarding state of their cardiovascular system. This feature should be utilized
according to the "ASE Consensus Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular
Disease and Evaluate Cardiovascular Disease Risk: A Consensus Statement from the American Association
of Echocardiography; Carotid Intima-Media Thickness Task Force, Endorsed by the Society for Vascular
Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of cardiac
and great vessel anatomy and physiology, as well as visualization of other devices in the heart of adult and
pediatric patients.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Acuson Acuson
S1000IS2000 S1000IS2000

Feature) ICharacteristic /S3000 1S3000
This K# 132804

Submission

Indications for Use:

a Fetal 4
*Abdominal 4 4
* ntraoperative 4

* ntraoperative neurological -

* Pediatric 4
*Small Organ 4

*Neonatal cephalic 4
* Adult Cephalic

*Cardiac

*Trans-esophageal
* Transrectal4
* Transvaginal 4
* Peripheral vessel

*Laparoscopic
* Musculo-skeletal (conventional)

*Musculo-skeletal (superficial)
Center Frequencies Supported:

*2.0MHz

3. OMHz
*3.2 MHz

a 3.3 MHz

4. 4MHz
*4.4MHz
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Acuson Acuson
S1OOO/S2OOO S10001S2000

Feature ICharacteristic /S3000 /S3000
This K# 132804

Submission

*4.8 MHz
*5.0 MHz 4 4
*5.2 MHz 4

*6.0 MHz 4

*6.5 MHz 4

*6.9 MHz

*9.5 MHz 4'
* 10.0 MHz 4'

Modes:

* B 4'
* Parallel processing in B mode 4'
* M 4'

a PWD (Pulsed Wave Doppler)'44
Is CWD (Continuous Wave Doppler) '
01 D (Color Doppler) '
Is Amplitude Doppler'44
01 Combined (BMDC)'44
Features:

Quad processing in color

" Native tissue harmonic imaging 4'
* sieScapew panoramic imaging '
* Color SieScapem panoramic

imaging

11 3-Scape"- real-time 3D imaging 4'
* fourSighttm 4D transducer 4'

technology _____________

* TEOQ' ultrasound technology 4'
* Cardiac Imaging 4'

physiological signal display ______

* syngo ® Auto OB measurements 4'
* Advanced SicClear"' spatial 4'

compounding

* STIC (Fetal Heart Imaging)4 _ ____

*Amnioscopic rendering4

01 Cadence contrast agent imaging

* Clarify-' vascular enhancement '
technology

" eSie"' Touch elasticity imaging'4 _ _____

* syngo V Auto Left heart '
* syngo ®) Velocity Vector Imaging 4
11 Semi Auto-segmentation (eSie 4'

Calc) 1-

* Custom Tissue Imaging / Speed of
Sound

*AHP 4 _____

* eSie Fusion (S3000 only)44
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Acuson Acuson
S1000IS2000 S1000IS2000

Feature / Characteristic 153000 /S3000
This K# 132804

Submission

*V71 (S2000 & S3000 only) _______

Wireless 4
Monitor 21"FPD 4
Output Display Standard (Track 3) 4

Patint ontct MteralsTested to ISO Tested to
Patint ontct Mterals10993-1 ISO010993-1

UL6 0601-1 CertifiedT
Indications for Use 4 4

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in the 510(k) for a
determination of substantial equivalence.
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection effectiveness as
well as thermal, electrical, electromagnetic and mechanical safety and has been found to conform with
applicable medical device safety standards. The system complies with the following voluntary standards:

*UL 60601 -1; Safety Requirements for Medical Equipment
*IEC 60601-2-37 Diagnostic Ultrasound Safety Standards
*CSA C22.2 No. 601 -1, Safety Requirements for Medical Equipment
*AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output

Indices on Diagnostic Ultrasound Equipment
*AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
*93/42/EEC Medical Devices Directive
*Safety and EMC Requirements for Medical Equipment

" EN/IEC 60601-1
" EN/1EC60601-1-1
" EN/lEG 60601-1-2

*ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.

Additional testing was performed to Verify the software release as well as transducer and wireless
performance.

8. A summary discussion of the clinical tests submitted, referenced, or relied on for a determination
of substantial equivalence.
Since the S1000, S2000, S3000 systems use the same technology and principles as existing devices, clinical
data is not required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA guidelines. The
design and development process of the manufacturer conforms with 21 CFR 820 Quality System Regulation
and ISO 13485:2003 quality system standards. The product is designed to conform to applicable medical
device safety standards and compliance is verified through independent evaluation with ongoing factory
surveillance. Diagnostic ultrasound has accumulated a long history of safe and effective performance.
Therefore it is the opinion of Siemens Medical that the S1lO00, S2000 and S3000 systems are substantially
equivalent with respect to safety and effectiveness to devices currently cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public HculthService

Food ad Drug Administratio,

10903 New Hampshire Avenue

April 30, 2014
Siemens Medical Solutions USA, Inc.
% Mark Job
Responsible Third Party Official
Regulatory Technology Services, LLC.
1394 25"h Street NW
BUFFALO MN 55313

Re: K140959
Trade/Device Name: Acuson S 1000, S2000, S3000 Diagnostic Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: JYN, IYO, ITX, OBJ
Dated: April 14,2014
Received: April 15, 2014

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the Acuson S51000, S2000, S3000 Diagnostic Ultrasound Systems, as described in your
premarket notification:

Transducer Model Number

12LA CW2 Probe CW5 Probe
EC9-4 Curved Array MC9-4 Curved Array 9L4 Linear Array
14L5 Multi-D Array 4P1I Phased Array 6C2 Curved Array
4C1I Curved Array 6C IHD Curved Array 8C3HD Curved Array
4V1I Phased Array I10V4 Phased Array 14L5 SP Linear Array
9EVF4 Curved Array V5Ms Multiplane TEE 18L6 HD Linear
ArraySV3 Phased Array 4V Ic Phased Array 6L3
EVSC4 V7M TEE
7CF2 Curved array mechanical 3D 7CFI Curved array mechanical 3D
AcuNav 8F Ultrasound Catheter AcuNav l OF Ultrasound Catheter



Page 2-Mr. Job

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be

found in the Code of Federal Regulations, T[itle 2!1, Parts 800 to 898. In addition, FDA may
publish further announcements concerningo your device in the Federal Register.

Please be advised that FDA's issuance ofal Substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21

CER Part 807); labeling (2 1 CER Part 801]): medical device reporting (reporting ofniedical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic.
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for Your device on our labeling regulation (21 CFR Part 80 1), please

contact the Division of Industry aind Consumer Education at its toll-free nlumber (800) 638 2041
or (301) 796-7100 or at its Internet address
lit:/~~~'~.-o/ei~leie/eS~refrOIidiivdfIItlti Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
lhttn://www.fcla,~szov/Medicail~eviees/Sfbtv/CPiof-tflrobleiin/defauhthltlI for the CDRI-ls Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information onl your responsibilities under the Act fromn the

Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7 100 or at its Internet address
lhttp://xv,%viv.fda.Lov/MedicalDcvicCs/R~csOur-CeSfOrYO/lIidt-Istv/delaulthtm.

Sincerely yours.

for

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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1.3 Indications for Use

A. 610(k) Number (if known): K140959

Device Name: S1000, S2000, S3000 Diagnostic Ultrasound Systems

Indications for Use:
The ultrasound imaging systems are intended for the following applications: Fetal, Abdominal. Intraoperative,
Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult Cephalic, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.

The system also provides the ability to measure anatomical structures {fetal, abdominal, intraoperative,
pediatric, small organ, neonatal cephalic, adult cephalic, cardiac, trans-esophageal, transrectal, transvaginal,
peripheral vessel, musculo-skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac} and
calculation packages that provide information to the clinician that may be used adjunctively with other medical
data obtained by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to measure Intima
Media Thickness and the option to reference normative tables that have been validated and published in peer-
reviewed studies. The information is intended to provide the physician with an easily understood tool for
communicating with patients regarding state of their cardiovascular system. This feature should be utilized
according to the "ASE Consensus Statement; Use of Carotid Ultrasound to Identify Subclinicall Vascular
Disease and Evaluate Cardiovascular Disease Risk: A Consensus Statement from the American Association
of Echocardiography; Carotid Intinia-Media Thickness Task Force, Endorsed by the Society for Vascular
Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of cardiac
and great vessel anatomy and physiology, as well as visualization of other devices in the heart of adult and
pediatric patients.

Prescription Use _____AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K499Page 1 of 26
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Ultrasound Division 510(k) Submission

1.3 Indications for Use Forms
Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: ACUSON 81000, 82000,5S3000 Ultrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____

CelorI Ote
ClnialApliaton A MLPTI CW Color Amplitude Clorit CombinedOte

Doppler ~ Dope mgn se ify (Specify)

Ophthalmic [ I Not 2,,45,,810

Fetal P P P P P P BMDC Nt ,,,,,.0

Abdoina P P P P P P MDC Note 2,3,4,5,7,8,10,
Abdoinal- ~' P P P PSMOC 11. 13,16.18

Intraoperative P P P P p P BMDC Note 2,3,4,5,7,8,10,
(Note 9) ______ 11,14

Intineoperatlive
Neurological- - - -

PdarcP P P P P p BD Note 2,3,4,5,7.8.10,
PedaticBMC 11

Small Organ P p p P 7" P BMDC Note 2,3,4,5,7,8,10,
(Note 1) 11.14,16,18

Neonatal Cephalic ~ ' P P BMDC Note 2,3.,5,7,8,10

Adult Cephalic P' P P P P P BMDC Note 2,3,4,5,7,8,10

Cardiac P' P P P P P BMDC Note
______________2.3.4.5,6,7,8,10,15

Trans-esophageal ' P' P P P P BMDC Note 4

P p pp P P BMC Note 2.3,4,5,7,8,10,
Transrectal BMC 1114

PrnvgnlP P P pBMDC Noe2,3,4,15,7,8,10,

Transurethtl ___

Intravascular _____

PrpeaveslP -P P P P P NMC Pote2.3,4.5.6,7,8,1 0,
Perihera vesel MDC 11,14.15

t~aprosopi - P P " P MDC Not .3, 4,5,7.8,10,
Musculo-skeletal P P P PNot 11,14, .,1,

Conventional Note 2,314,5,,810
Musculo-skeletal P P P P P p SMOC 11,4J . 0
Superficial i- 14.

Other (specify) ~ ' P P P P P BMDC Note 3,4,6, 10
Neonatal Cardiac 9 P__

N =neot Indication; Pa- preiously cleared by FDA K 132804

Note 1 ito. breast, testes. thyroid. penis. prostoie. et. Note 2 Ensemble tissue harmonic imaging Note 3 SiaCleat WLIdbvSw spatial compounding

Note 4 Tse Equelkzeffo Technology NoteS5 3-Soaps nmae 30 Imaging Note 6 Cadence contrast agent imaging
Note? 7 8&W SieScape panoamiic Imaging Note e Ponwer sieScape panoramic imaging Note 9 For toamitle: vascular. abdomnill

NOWe 10 clify yE vascular enhancement technology Note 11 Advanced Sloear spatial compounding Note 13 STIC

Note 14 *Sie-' Touch elasticity imaging I FTI Note 15 AHP Note is Custom Tissue Img

Nat 17 sle Fusion

Moto s vTI(PLEASE 0O NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF HEEDED)

Concurrnce of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature) Pg f2

510(k) IC140959 
Pg f2

S-FamIly 510(k) Submission
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 12L_4 Transducer for use with ACUSON Si1000, 82000 and S3000

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________

Clinical Application A B M PWvD CWD color Ampli tude Veloiyr Combined Other

Doppler Doppler Imaging (peiy (Specify)

Ophthalmic
Fetal
Abdominal
lntraoiperative
Abdominal
lntraoiperative
Neurological

Pediatric N N N N N BMDC Note2,3457,8.10,
1_ _ _ 11. 14,'1'6....

Small Organ N N N N N BMC Note 2,3,4,5,7,8,10,
(Note 1) ___ __ 11, 14.16

Neonatal Cephalic ____

Adult Cephalic
Cardiac
Trans-esophageal __

Trans re cial
Transvaginal
Transurethral

IntravscularNote 2,3,4.5. 7,8, 10,
Peripheral vessel N N N N N BMvDC 11,14
Laparoscopic

Musculo-skeletal I N NN N MC Note 2.3.4,5,7.8,.10,
Conventional N MC 11,14

MP usculo-skeletal
Supericial- ___ ____

Other (specify) _________

N = new indication: P =previously cleared by FDA K<123001

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging

Note 3 SieClear multi-view Spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial
compounding/DTCE
Note 14 eSieT m Touch elasticity imaging Note 16 Custom Tissue imaging /FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Conurneo etrfrDvcsadRdooia Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 140959 Page 2 of 26
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known): K 140959

Device Name: CW2 Probe For Use On ACUSON S1000, S2000, S3000 Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation ____

Color Ampltude Color Cobnd te
Clinical Application B] M PD CD Clr Apiue eoiyiCmie te

ClnclApiain AlB M PI VD Dplr Dplr Vlct (Specify) (SeiyDopplr Dopler Imaging(Seiy

Ophthalmic - - - -

-FetalP
Abdominal P
lntraolperative
(Note 9)
lntraoperative
Neurological
Pediatric P
S mall Oirg an
(Note 1)1
Neonatal Cephalic P ____

Adult Cephalic - - -P ____

Cardiac P
Trans-esophageal __ ____

Transrectat
Transvaginal
Transurelhral
Intravascular _________

Peripheral vessel - - -P ____

La paro s co pic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial- -

11Other (specify) ____

N =new indication: P = previously cleared by FDA K# 132804

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 9 For example: vascular, abdominal

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINuE ON ANOTHER PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (DH

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 140959 Page 3 of 26
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Diagnostic Ultrasound Indications for Use Form
510(k) Number(if K140959
known):

Device Name: CWS Probe For Use On ACUSON 51000, S2000, S3000 Uitrasound System
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application 1 1A PWBW Color Amplitudes Veloiyr Combined Other
M PW CWD Doppler Doppler Vemainty (Specify) (Specify)

Ophthalmic ____

Fetal P __________

Abdominal - - -P ________

lntraolperative
(Note 9) P ________

lntraoperative
Neurological
Pediatric .P

Small Organ
(Note 1)
Neonatal Cephatic P ____

Adult Cephalic P-
Cardiac- -P __ ___

Trans-esophageal ____

Transrectal
Transvaginat
Transurethral

Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional
Muscuto-skelelal
Superficial- - --

Other (specify) _________

N = new indication: P =previously cleared by FDA 0 1132804

Additional Comments:
Note I For example: breast, testes, thyroid, penis, prostate. etc. NoteS9 For example: vascular, abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 140959 Page 4 of126
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: EC9-4 Curved Array Transducer For Use On ACUSON S1000, 52000, 53000 Ultrasound
System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation _________________

Clinical Application A B M IPWD CWD olr Amplue Velocity i omiedi teriy
_________________ 

de[Dplr Imaging j(Specify)(Seiy
OiphthalImic
Fetal P P p P P BMDC Note 2.3.4.5.7.8,10. 11

A bdominal p p P p p BMDC Note 2A.4,5,6_7,8,.10, 11,

Intraoperative
lntrafoperative
Neurological ____

Pediatric __________

Small Organ P, p Pp p BMOC Note 2,3,4,5,7.8.10.,11,14
(Note 1) _____ _____ ___

Neonatal Cephalic; P P p p p SMDCG Note 2,3A4.5,7,8.10. 11

Adult Cephalic ____ _________

Cardiac
Trans-esophageal

Transecta P P P PBMDC Note 2,3.4,5,63.7,8.10,
Trnsec1 P1 pSO 11.14

Transvaginal P P P - P p BMDC INote 2,3,4.5,7.8, 10, 11

1Transurethral ____ _____

Intravascular _____________

Peripheral vessel ____

Laparoscopic ____

Musculo-skeletal
Conventional _____

Musculo-skeletal
Superficial _____ __________

Other (specify)-
N new indication; P = previously cleared by FDA K#t 132804

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging

Note 3 SicClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging

Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging

Note 11 Advanced Sieclear spatial compounding Note 10 Clarify yE vascular enhancement technology
Note 14 eSie TM Touch elasticity imaging / FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CORH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k,) 105 Page 50of26
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: MCS-4 Curved Array Transducer For Use On ACUSON 51 000, S2000,5S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
-Mode of Operation _________________

f Color
Clinirir ipliaiozABz W Color Amplitude Imain Combined Other

ClnclApiain APWD Doppler Dope elocity (Specify) (Specify)

Ophthalmic
Fetal- P P P P P BMADC Note 2.3,4,5,78,10,.11

Abdominal - P P P P P BMDC Note 23,45,15-,,10, 11,

Note 9

lntraoperative

Pediatric
Small Organ - P P P P P BMDC Note 2.3,4,5.7,8,10,11,14
(Note 1)
Neonatal Cephalic P_ P P P P MDC Note 2.3.4,5,7,8,10

Adult Cephalic
Cardiac
Trans-esophageal

Transecta P P P PBMDC Note 2,3,4.5, 6,7.8.10,
Tranrecal p PP PBMD 11,14

Transvaginal P P P P P BMODC INote 2,3,45,7,8.10. 11

Transurethral
IntravascularM
Peripheral vessel
Laparoscupic - -

Musculo-skeletal
Conventional _____

Musculo-skeletal
Superficial - - - - -____

Other (specify) ___ ____

N = new indication: P =previously cleared by FDA K# 132804

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding Note 4 Tissue Equalization Technology

Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging

Note 7 8&W SieScape panoramic imaging Note a Power SieScape panoramic imaging

Note 9 Abdomen and Vascular Note 10 Clarify VE vascular enhancement technology

Note 11 Advanced Sieclear spatial compounding Note 14 eSiere Touch elasticity imaging / FTI
(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K499Page 
S of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 91_4 Linear Array Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation __________________

Clinical Application A B M pW D CW Color Amplitude Vlociy C m ierte
Doppler ople Iaig(Speiy (Specify)

Ophthalmic
Fetal - P IP P p P BMDC Note 2,3,4,5,7,8,10, 11

Abdominal
lnttaoperative
Note 9
Intra opera tive

Pediatric P P P P P BMDC Note 2.3,4.5.7,8,10, 11

Small Orga-n -P p P P P BMDC Note 2.3,4,5,6,7,8.10. 11.14,
(Note 1) ________ 16, i8
Neonatal Cephalic _ P P P P P BMDC Note 2.3.4,5.7,8,10, 11

Adult Cephalic p p p P P ____________

Cardiac - P P P P p BMDC Note 15

Trans-esophageal __

Transrectal
Transvaginal
Transurethrlq_
Intravascular

Peripheral vessel P P P P P BMDC 14e ,15 ,.T, 0 1

Laparoscopic __

Musculo-skeletal p p P P P BMD Note 2,3,4A,5,78,10,11. 14
Conventional
Musculo-skeletal P P P Pp BMDC Note 2,3,4,5,6,7,8,10.11, 14
Superficial - - - -____

Other (specify) _____________

N = new Indication; P =previously cleared by FOA K#132804

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis. prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 9 Abdomen and Vascular Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Siedear spatial compounding Note 14 eSie T- Touch elasticity imaging/I FTI
Note 15 AHP Note 16 Custom Tissue Imaging
Note 1S VTI (Virtual Touch Imaging)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ASEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (COPH) (Signature)

510(k) 105 Page 6 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 14L_5 Multi-D Array Transducer For Use On ACUSON S1000, S2000, $3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

IMode of Operation ____ _________

Clinical Application 8 M PWD CWD Color Amplitude Celor Combined Other
A1 I Doppler Doppler Veoity (Specify) (Specify)

_________________ - j J~~Imaging ____ ________

Ophthalmic ____ ____ ____

Fetal ____ ____ ____ ____

Abdominal ____ ____ ____ ____

lntraoperative
Note 9
lntraoperative
Neurological
Pediatric
Small Organ P p p p p BMDC Note 2,3,4,5,7,8,10.
(Note 1) _______ 11, 14,16
Neonatal Cephalic
Adult Cephalic
Cardiac __________

Trans-esophageal ___________

Transrectat
Transvag inal
Transurethral
Intravascular

Peripheral vessel P P p p P BMDC Note 2,3,4,5,6,7.8,10.11, 14
Laparoscopic
Musculo-skeletal P MC Note 2.3,4,5,7,8,10.
Conventional 1.4
Musculo-skeletal
Superficial ____ ____ _________

Other (specify)
N = new indication: P =previously cleared by FDA K# 132804

Additional Comments:
Note 1 For example: breast. testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding Note 4 Tissue Equalization Technology

Note 5 3-Scape real-lime 3D imaging Note 6 Cadence contrast agent imaging
Note 7 8&W SicScope panoramic imaging Note 8 Power SieScape panoramic imaging
Note 9 Abdomen and Vascular -Note 10 Clarify VE vascular enhancement
technology
Note 11 Advanced Siectear spatial compounding Note 14 eSieTM Touch elasticity imaging IFTI

Note 16 Custom Tissue Imaging Note 18 Virtual Touch Imaging

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

510(k)__K 140959 Page 7 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 4P1 Phased Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWD GWD Color IAmplitude Celo'City ndOte

Doplerj opper Imaging j(Specify) (Specify)

Ophthalmic
Fetal P Pp P p P BMDC Note 2,3.4,5,7,8,10

Abdominal P P P p P p BMDC Note 2,3,4,5,7,8,10
lntraoPerative
Note 9
Intraoperative
Neurological
Pediatric ___________

Small Organ
Neonatal Cephalic
Adult Cephalic P P P P P EMDC Note 2,3,4,5,7,8,10

Cardiac p p p P PpBMDC Note 2,3.,5.6,7,8, 10

Trans-esophageal __

Transrectal
Transvaginai l___

Transureiral
Intravascular
Peripheral vessel
Laparoscopic - --

Musculo-skeletal
Conventional __________

Musculo-skeletal
Superficial- -

Other (specify) _________

N =new indication: P = previously cleared by FDA K#t 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 a-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 9 Abdomen and Vascular
Note 10 Clarify yE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health(CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) 405 Pae 8 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 6C2 Curved Array Transducer For Use On ACUSON S1 000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation ______________

Clnia Apicton A S M W CO Color Amplitude ClorC omie Other
Cliicl ppictio A B PD WD Doppler JDoppler Velgity (Specify) j (Specify)

Ophthalmic
FetalP P P PBMDC Note 2,3,4,5,7,8,10,

AbdoinalP P P PBMDC Note 2.4.5.7.8,10,
Abdoinalp p P PBMDC 11. 14.16,17

lntraoperative
Note 9
lntraoperative
Neurological

Pediatric P P P p p BMDC Nt ,,,,.,0

Small Organ
Neonatal CephalicI
Adult Cephalic _________

Cardiac
Trans-esophageal __ ____

Transrectal
Transvaginal
Transurethral __________

Intravascular ___________

Peripheral vessel P P pP P BMDC Nt A 5710

LaparoscopicI
Musculo-skeletal
Conventional
Musculo-sketelal

Suefcial - - - - _________

Oter(pecify) ______________

N =new. indication: P = previously cleared by FDA K# 132804

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding

Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 7 S&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 9 Abdomen and Vascular Note 10 Clarity yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSieT. Touch elasticity imaging I FTI
Note 16 Custom Tissue Imaging Note 17 eSie Fusion

(PLEASE DO NOT WRITE BELOW THIS L[NE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

s~,K 140959 P~g f2

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 4C1 Curved Array Transducer For Use On ACUSON 51000, 82000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________

Colr mpitude VeClorit Combined J Other
Clinical Application A B M PWD CWD Dolr Dople CoVloiy (pcf)r Seiy

Doppler Doppler_ Imaging I Seiy

OphthalmicIII
-Fetal p p P P p p SMOC Note 2.3,4,5.7.8.10, 11

Abdominal p p p p p p BMDC Note2,3.4,5,6,7,8, 10,
11, 14,16.17.18

lntraoperative
Note 9 __________

lntraoperative
Neurological
Pediatric ____________

Small Organ P p P P P p BMOC _ ______

Neonatal Cephalic ____ __________

Adult Cephalic ____

Cardiac p p p P p p BMDC
Trans-esophageal ____

Transrectal
Transvaginal _____

Transurethiral
Intravascular
P3eripheral vessel P P P P P p BMDC
Laparoscopi c
Musculo-skeletal
Conventional
Musculo-skeletal

ISuperficial- - ________ ___ ____

,Other _(specify)= - = - = . =

N =new indication: P = previously cleared by FDA K# 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 30 imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 9 Abdomen and Vascular
Note 10 Clarify VLE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSie" Touch elasticity imaging/I FTI Note 16 Custom Tissue Imaging
Note 17 eSie Fusion Note 18 VTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH-) (Signature)

Concurrence of Center for Devices and Radiological Health (CORH-) (Signature)

510() K10959Page 10 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (ifkriown): K 140959

Device Name: 6C1IHD Curved Array Transducer For Use On ACUSON S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation ______________

Clinical Application A B M PWD CVVD Color IAmplitude Veloir Combined I Other
Doppler jDoppler Imagingy (Specify) (Specify)

Ophthalmic I__ I_____ I____

Fetal P P P P BMDC Note 2,21,4,5,7,19,10,

Note232,4,5,6.7.8,
Abdominal p pp P P P BMDC 10,11,14,16. 17.

1 P 18
lntraoiperative
Note 9
Intra opera live
Neurological
Pediatric _____

Small Organ P P P P P P BMDC
Neonatal Cephalic
Adult Cephalic-
Cardiac - p P P P P P BMDC

-Trans-esophageal
Transrectal

-Transvaginal 
_________

Transurethral
In-travascular _________

Peripheral vessel P P P P P P BM DC c ________

Laparoscopic _________

Musculo-skeleta]
-Conventional 

____

Musculo-skeletal
Superficial - - - - -____

Other (specify) - ____ ________

N =new indication: P = prev'iously cleared by FDA K#t 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 30 imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging'
Note 8 Power SieScape panoramic imaging Note 9 Abdomen and Vascular
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSieM Touch elasticity imaging I FTI Note 18 Custom Tissue Imaging
Note 17 eSie Fusion Note 18 VTI

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k%) 105 Page ii of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 8C3HD Curved Array Transducer For Use On ACUSON S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound inmaging or fluid flow analysis of the human body as folloS:

Mode of Operation ______________

clnclApiaioI W W Color Amplitude~ Color Combined Other
ClnialApliato l is jM~W CD Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic I I ___

FetalP P P PBMDC Note 2.3,4,5,7,8,10,

Note 2,3,4,5,7,8,10,

Intraoperalive

Ilntraoperative Noe2,.t578.0

Neonatal Cephalic
Adult Cephalic ____ _________

Cardiac __________

Trans-esophageal
Transrectal
Transvaginal _________

Transurethral
Intravascular 

t P
Peripheral vessel P P p P p BMOC Note 2,3,4,5,7,8.10,.

-Laparoscopic
Musculo-skeletal
-Conventional
Musculo-skeletal
-Superficial
Other (specify) ________

N =new indication; P. = previously cleared by FDA K# 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSeM Touch elasticity imaging / FTI
Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k' K140959
Page 12 of26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 4V1 Phased Array Transducer For Use On ACUSON S1 000, 52000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation _________

Clnia Aplcto AI W W Color IAmplitude Color fCombined I Other
ClnialAplcaio A 8 MjPW CD Doppler IDoppler Velocity I(Specify) (Secf

________________ - - -t 1Imaging) (Seiy

Ophthalmic
Fetal - P P P P _____ BMDC Note 2,3.4,5,7,8,10

Abdoina P P P P SOIC Note 2,3.4.5,7,8,10.
AbdoinalP P p POMOC 14, 16,17

lntraoperative ____

Intraolperative
Neurological _______________

Pediatric
Small Organ

-Neonatal Cephalic ____

-Adult Cephalic
Cardiac ______________

-Trans-esophageal ___________

Transrectal __________

-Transvaginal 
____

Transurethral
Intravascular __________

-Peripheral vessel _________

-Laparoscopic
Musculo-skeletal
-Conventional
Musculo-skeletal
Superficial- - - - - ____

Other (specify)
N =new indication; P = previously cleared by FDA K# 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 7 B&WV SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSieTMA Touch elasticity imaging/I FTI Note 16 Custom Tissue Imaging
Note 17 eSie Fusion

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k)_K 140959 Page 130of26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 10V4 Phased Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

ClnclAplcto B M PWD CD Color ,Amplitude Veloiyr Combined Other
Clnia Aplcto W ope ope eo i (Specify) (Seiy

I Doppler Doppler Imagingi(Sei)

Ophthalmic
Fetal P P P P P P BMDC Note 2.3,4,5,7,8,10

Abdominal P p P P P SMOG Note 2.3.4.5.7,8,10

lntraoperative
Intraoperative
Neurological
Pediatric P P P P P P BMDG Note 2,3,4,5,7,8,10

Small Organ I____

Neonatal Cephalic P p P P p p SMOG: Note 2,3,4,5,7,8,10

Adult Cephalic
Cardiac P P P P P P 8MOG Note 3.4

Trans-esophageal __

Tra nsrectal
Transvaginal ____

Transurethral ______________________________

Intravascular
Peripheral vessel 2__ P P p2 P2 P SMOG Note 2.3,4.5,7,8,10

Laparoscopic I

Musculo-skelelal
Conventional I____
Musculo-skeletal
Superficial - - -- ____

.Other specify)
N =new indication: P = previously cleared by FDA K#t 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEOEO)

Conurrnceof entr fr Dvics ad Rdioogcal Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

5 10(k) K 499Page 
14 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 14L-5 SP Linear Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Indications For Use: Diagnostic imaging or fluid flow analysis of the human body as follows:
Mode of Operation _ _ _ _

Clinical Application Color IAmplitude Color ICombinedi Other
A BIM PWO CWD Doppler IDoppler IVelocity (Specify) I (Specify)

I I j j j ________ magingj ________

Ophthalmic ____

Fetal _________

Abdominal ____

lntraoperative P P PP P BMDC Note
(Not1e9) ________ 2,3,4,5,7,8,10,l11
lntraoperative
Neurological ____

Pediatric ____

Small Organ P P P P P BMDC Note 2,3,45,7,8,10.
(Note 1) .11,14, 16
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P P BMADC Note 15
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P p P P P BMDC 7.8.10. 1415

Laparoscopi c
Musculo-skeletal t P P p p. BMD 11,14
Conventional P P PP PBD 11
Musculo-skeletal
Superfica ________

Other (specify) __________

N = new indication; P =previously cleared by FDA K# 132804

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging

Note 7 8&W SieScape panoramic imaging Note 8 Power SieScape panoramic imaging
Note 9 For example: vascular, abdominal Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSie' Touch elasticity imaging I FTI
Note 15 AAP Note 16 Custom Tissue Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) 105 Page 15 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 7CF2 Curved array mechanical 3D transducer For Use On ACUSON S1000, S2000,
S3000 Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Clinical Application A B 6 y W CVJD Color Amplitude cloit Combined Other1 1Doppler Doppler Veo i (Specif) (peiy

Ophthalmic
FetalP P P pBMDC Note 2.3.4,5,7.8.10,
Fetl p p pp pBM 1 11,13
Abdoina P P P BADC Note 2,3,4,5.7,8.10,

AbdmialP ppp PBD 11.13
lntraolperative
lntraoperative
Neurlgcal'
Pediatric ____ ____ ____

Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal __

Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel _____

Laparoscopic ____

Musculo-skeletal
Conventional
Musculo-skeletal

Suefcial-

Nq = new indication: P =previously cleared by FDA K#t 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power Siescape panoramic imaging
Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 140959 Page 16 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number tif known): K 140959

Device Name: 7CFI Curved array mechanical 3D transducer For Use On ACUSON S1000, S2000,
S3000 Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows_
Mode of Operation ______________

ClnclApplication A B M PWVD ICWD Color JAmplitude velocit Combined i Other

Doppler Doppler Imaging (Seiy (pcf)

Ophthalmic
Fetal P P BMDC Note 2,3,4,5,7,8,10,
Feta - ~ Pp pBMD 11,13

Pboia P p p BD Note 2,3,4,5,7,8,10.
11,13

ln-traoperative _________

lntraoperative
Neurological _____

Pediatric
Small Organ ___________________

Neonatal Cephalic
Adult Cephalic ____

Cardiac
Trans-esophageal _______

Trans rectal
Transvaginal
Transurelhral
Intravascular
Peripheral vessel __

Laparoscopic ____

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial - - -- ____

Other (specify) _____ __________

IN = new indication: P =previously cleared by FDA K#t 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k)_K 140959 Page 16of126

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: SEVF4 Curved Array Transducer For Use On ACUSON 81000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

Clinical Application A BG M PvvD QAJ Color Amplitude Clor Combined Other
III IDoppler Doppler Veoiy (Specify) (Specify)

II 1 ~~~Imaging ________

Ophthalmic __________

Fe~eal P P PP P MDC Note 2,3,4,5.7,8,

FtalP P PP PMC 10.11, 13

Abdominal ____ ________

Intraolperative

ITnoPeati e
Smaurlcl a

AedltrCaic

T 

ra 

nseo 

hga 

__

SrallsrganI
Neontal ephaic P P P P SADC Note 2,3,4,5,7,8.
Tranvagial p PP P MDC 1011

-Aurethralic_____

Itrasula
Peripha vel

tMuasc-ktalh

Coanvetonal

Musculo-skeletal

Additional Comments:
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic Imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE 00 NOT WRITE BELOW THIS UINE-COINTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

51 0(k) K499Page 
17 &f 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: VSMs Multiplane TEE Transducer For Use On ACUSON 51000, 52000, 53000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation ____

Clinical Application A B M PWD CWD Color Amplitude Veloit Combined Other
I Doppler Doppler (Spcif)c(pecfy...1 ________ jImaging (Specify)_ (Specify)_____

Ophthalmic __________ __________

Fetal
Abdominal
Intraoperative
lntraopertive
Neurological
Pediatric
Small Organ ____ _________

Neonatal Cephalic ____

Adult Cephalic ____ _________

Cardiac _________

Trans-esophageal P P P P P p MOC Note 4

Transrectal tPH I
Transvag in a
Transurethral
Intravascular
Peripheral vessel
[aparoscopic
Musculo-skelelal
Conventional
Musculo-skeletal
Superficial- - - -

Other (specify) _________

N =new indication: P = previously cleared by FDA K# 132804

Additional Comments:
Note 4 Tissue Equalization Technology

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CORH-) (Signature)

K 140959
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Siemens Medical Solutions, Inc. S-Family Ultrasound System s
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 18L-6 HD Linear Array Transducer For Use On ACUSON S1 000, S2000, $3000
Ultrasound SystemsI

Intended Use: Utrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

ClnclApplication A Bowul vV Color Amplitude Veloit Combined Other
BM P DDoppler Doppler Veoiy (Specify) (Specify)

ClinicalImaging

Fetal
Abdominal
-Intraoperative
tntraolperative

-Neurological
Pediatric
Small -Organ P P P P AMDC Note 2,3,4,5,7,8,10,
(Note 1) ___________ 11,14,16

Neonatal Cephalic
Adult Cephalic ____

-Cardiac P pi P P p pBMDC Note 15

-Trans-esophageal __

-Transrectal 
____

Transvaginal ____

Transurethral ____

Intravascular ____

Perihera vesel P PP P MDC Note 2,3,4,5,7,8,10.
Periheravesel P P PP P MDC 11.14,15

-Laparoscopic
Musculo-skeletal Note 2,3.4,5.7,8,10.

CovninlP .P P P P BMDC 11,14

Mus-culo-skeletal P FBMC Note 2,3,4,..8.t.10.

Superficial ' P PP PEMC 11,14
Other (specify)

N = new indication: P =previously cleared by FDA K081148, K082142. K090334, K<093812. K111674, K121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding . Note 14 eSielA Touch elasticity imaging
Note 15 AHP Note 16 Custom Tissue Imaging/FTI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUIE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRHL_

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 8V3 Phased Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ______________

[IColor Amliu etCol Cmbnd 1  Ote
Cliica ApliatonBIMI Pwvb CVVo V ~u e Cloriy (mie te
________________I I Iiy (pcf~iia plcto Doppler Doppler imaging Spciy (Specify)

Ophthalmic I I I__

Fetal - P P P p p P BIMDC -Note 2,3,4,5,7,8,10

Abdominal _________

lntraoperative
Intraoperative
Neurological-
Pediatric - P P P P P P _____ BMDC Note 2,3,4,5.7,8, 10

Small Organ _________

Neonatal Cephalic P P P P P p 13MDC Note 2,3,4,5,7.8.10
Adult CephalicI
Cardiac - P P P P pPBMDC Note 3,4,1

Trans-esophageal __ __________

Transrectal
Transvag in 31
Transurethral _________

Intravascular _________

Peripheral vessel
Laparoscopic _____

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial- - --

Other (specify) P P P P P pBD Note 3.4,6
Neonatal Cardiac P P P_______

N = new indication: P =previously cleared by FDA K# 132804

Additional Comments;

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scope real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SicScope panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrenice of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 4Vlc Phased Array Transducer For Use On ACUSON 51000, 82000, 53000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ _________

Clinical Application A PW CD color Amplitude Velorcity bine Other
ADoppler Doppler Veo i (Specify) SeiyImaging(Seiy

Ophthalmic- ____

Fetal P P P P P P SMOG Noe 23 45 7 810

Abdominal - P P P P P P SMOG Noe 2 3 4 57810

lntraoperative P P P P p P SMOG Note 2 34 57 810

lntraoperative P - SMDC Nt G45781
-Neurological PI oe24781

-Pediatric - P P P P P P SMOG Note 2 34 57 810

-Small Organ ____

-Neonatal Cephalic- -PSMG 
Nt2471

Adult Cephalic P P P P_ P SMOC Note 2 345 7 810

Cardiac P P P P P P 15

Trans-esophageal __ ____

Transrectal
Transvaginal P -
-Transurelhral
Intravascular13D Noe2345780
Peripheral vessel P P P P P P 15

-Laparoscopic 
_____

Musculo-skeletal
-Conventional
Musculo-s~eletal
Superficial - -- Noe2471
Other (specify) P P P F~ P P Nt
Neonatal Cardiac - ___ ____

N = new indication; P =previously cleared by FDA Kits 1321(04 Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 Sie~lear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 30 imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarity VE vascular enhancement technology
Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-cONTINuE ON A SEPAR!ATEPAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (COPH) (Signature)

510(k) K499Page 21of2

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: 6L_3 Transducer For Use On ACUSON 51000, 52000, 53000 Ultrasound Systems
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

'lnclApiain A B M PWD IIV Color Amplitude Veocit Combined t Other
1 ~ 1 1 Doppler Doppter elainy (Specify) [ (Specify)

Ophthalmic BD oe3SSO
Fetal P P P p P P .3 1 11 oe247 0

Abdominal ___________________

Intraoperative P P p p p P BI3MD Note234578 10,
Note 9 _ __ 11

Intraoperative
Neurological __________

Aut 
CaliPediatric MIC Note23457810,

Te n rect

T e a nsvO ra n e
Nronsuretphalh

Pdl erphalisec P p P P11

Caaroiac P - - P II 1MDC Note 2 34 57 810,

Convntional ____

______________ - - - -IIDC' Note 2 34 578 10.

Musculo-skeletal IID pot p p p p 7810

Covetina 
P HP -P t - 11

N =new indication; P = previously cleared by FDA Ka's132904

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATEPAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510G(k) K 499Page 22 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: EVSC4 Transducer For Use On ACUSON 51000, S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____ ________

Clinical Application A B M PINColor C" Amplitude Veloit Combined I Other

_______ = 1Doppler Doppler Velgingy (Specify) j (Specify)

-Ophthalmic- 
____

Fetal P P P P P P EMOC Note 2 34 57 810

Abdominal P P P P p P SMOC Note 23 4 578l10
lntraoperative
Pediatric _________

-Small Organ ____ _________

-Neonatal Cephalic I____

-Adult Cephalic
Cardiac i

-Trans-esophageal 
I_______ ____

Transrectal BD Nt
Transvaginal P P P P P P 10
Transurethral
Intravascular _____ _________

-Peripheral vessel
Laparoscopic
Musculo-skeletal
-Conventional
Musculo-skeletal
Superficial - - --

Ote (pcfy) ____________

N = new indication: P =previously cleared by FDA Kits 132804

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 saw SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Conurrnceof entr fr Dvics ad RdioogCal Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) 105 Page 23 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known): K 140959

Device Name: V7M TEE Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Color Power Color Combined Harmoni.c

A B M PD CD Dplr(Amplitude) Velocity (Specify) Imgn Ote
M WD CW Dpper Doppler Imaging (Specify)

Ophthalmic [ -

Fetal
Abdominal [ _P P p p ____ P __ _ pp Note 4
lntraoperative
lntraoperative
Neurological
Pediatric - P P p P IP P P ____ P P Note 4
Small Omgan
(specify'
Neonatal Cephalic
Adult Cephalic
Cardiac P P P P p P ____ P P NoteA4
fr-ans-esophageal - P P P P P P _____ P P Note 4
Tra-nsrecta I
Transvaginal
Transurethral _______ _____ ______ ______

Intravascular __________

Peripheral Vessel
Laparoscopi c
Musculo-skeletal
(Conventional) ___________

Muscuto-skeletal
(Superficial)
Other (specify) ________________ _____

Papreviously cleared by the FDA under premarket notifications #K1 32804

Additional Comments:
'Combinations incle B+M. B+PWD. B+CWD. B+Color Doppler. 84-M+ Color Doppler. B+pWD+Color Doppler.

B+CWVD+Color Doppler. B+Power Doppler, B+M+Power Doppler, B+PWD+POWer Doppler, B+CWD+Power Doppler.

8+Clarify VE

Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarify yE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 499Page 24 of 26

S-FamIly 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K140959

Device Name: AcuNav 8F Ultrasound Catheter For Use On ACUSON 81000, 82000, 53000
Ultrasound Systems

Intended Use: Catheter is intended lor intra-cardiac and iniralumlinal visualization of cardiac

and great vessel anatomy and physiology as wecll as visualization of other

devices in the heart of adult and pediatric patients.

NMode of Operation

Clinical Application Color l'omi r Color Comned Oilier:

A B NI BWI) CWD Doppler (Amplitude) Velocity (SpecifY) liarnionic
Doppler I nliliog I ninaing

Ophitalm ic
Feoal
Abdoninaln
l raoperalive

(Vascularl
hilmrope rative
(Neuirological)- -

Pediatric P P p P p P p ____

Small Organl
(Specify)" ___

Neonatal Cephalic ___

Adult Cephialic ____

Cardiac pp P p P P P __ _ p

Irans-eso phagea I
Ira-n srclal
lransvagi nal
Tranps ore Ilhra
Ititra-Lunlinal P p P P P P _______ p

Peripheral Vessel
Laparoscopie c ____

Musculo-skelctal - _____

ConvenItional ______

NIusculo-skelelat l______

OtrltraCri) } P P p+ - P p p

l1'1reviously cleared by the FDA K I13280()4

Additional Conmients:
-Combirnations include: B+M. B1+l'WI). 13 -FCWIY lt+Color Doppler. 11I-\A- Color

Doppler, 13+PWD+Color Doppler. 3+CW'Ii-Color Doppler, I+l'ower Doppler.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

510(k) K 140959 Page 25 of 26

S-Family 510(k) Submission



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known): K 140959

Device Name: AcuNav l Op Ultrasound Catheter For Use On ACUSON $1000, S2000, S3000
Ultrasound Systems

Intended Use: Catheter is intended for intra-cardiac and intralUftninal visualization of cardiac
and great vessel anatomy and physioiogy as well as visualization of other
devices in the heart of adult and pediatric patients.

N Modoe orOperation
Clinical Application Colo" Power Color Combined Other:

A B M I'D CWVD lDoppler (Amplitude) velocity (Specilry) * Harmonic
Doppler Imaging Imaging

Oplttalmic _______

Fetal
Abdominal
Intmoperaltv2
(Vascular)
lntraoperativ
(Neurological)
Pediatric P P P p p_ P p

Small Organ
(SpeeiI~v * - -

Neonatal Cephalic ____

Adult Cephilie
Cardiac P P p P p p P _ _

Trzins-esop hagca I
Transrectal
Transvaginal- -

TInSUrthral 
P-

lntrj-Luminal P p P p pPp
Peripheral Vessel _______

Laparoscopic
MIuscuo -skeletal
Conventional
Museulo-skeletal
Superficial- -

Other (Intr-Cardiac) - P P P p ppp

Pl11rcviousiy cleared by thec FDA K 13 2804

Additional Conmehls:
*ComIbinations include: B+M. 13+11WI). BiC WD. B*+Color D.oppler. 1 I14 Colo Doppler. Bl+I'WD+Color iDoppler, R1+CWD+Color Doppler,

B-IPower Doppler.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON A SEPARATE PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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